SODIUM CHLORIDE- sodium chloride injection, solution
Baxter Healthcare Corporation

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

0.9% SODIUM CHLORIDE INJECTION

HEALTH CARE PROVIDER LETTER



Baxter

Impaortant Prescribing Information
October 21, 2024

Subject: Temporary importation of 0.9% Sodium Chloride Injection, 5% and 10% Glucose Injection, and 5%
Glucosef0.9% Sodium Chloride Injection from Shanghai, China, labeled in English to address drug shortages

Dear Healthcare Professional,

To prevent a drug shartage of large volume parenteral fluid drug products, Baxter Healthcare Corparation (Baxter) is
coordinating with the U.5. Food and Drug Administration (FDA) to tempararily import 0.9% Sodium Chloride Injection
{250 mL and 1,000 mL}, 5% Glucose Injection (250 mL and 1,000 mL), 10% Glucose Injection (250 mL), and 5%
Glucase/0.9% Sodium Chioride Injection (1,000 mL) from Baxter's manufacturing facility in Shanghai, China. FDA has
not approved these products manufactured by Baxter's Shanghai facility.

You may be provided with additional letters for other imported products you receive. Please read each letter in its
entirety because each letter may contain different, product specific information.

At this time, no other entity except Baxter is authorized by the FDA to import or distribute these products in the
United States.

Effective immediately, and during this temporary period, Baxter will offer the following imported products:

Ji ) NDEC code

Product name and description Size Product code |Bags per carton .
of a single bag
250 mL ABC13220U5 40 0338-9791-01
0.9% Sodium Chloride Injection 500 mL ABC1323U5 24 0338-9808-01
1,000 mL ABC1324U5 1z 0338-9793-01
250 mL ABCDDG2US 40 0338-9795-01

5% Glucose Injection

1,000 mL ABCDDGALS 1z 0333-9801-01
10% Glucose Injection 250 mL ABCDLG2US 40 0333-9797-01
5% Glucosef0.9% Sadium Chloride Injection | 1,000 mL ABC1064U5 12 0338-97959-01

It is important to note the following:

» After opening the carton or box, the bags should be inspected visually to confirm there is no visible particulate
matter or bag defects, such as leaks. Container integrity is imperative to ensure sterility of products listed in the
table above. Parenteral drug products should be inspected visually for particulate matter and bag defects prior to
administration, whenever solution or container permits.

USE A MEW BAG IF PARTICULATES ARE VISIBLE OR IF THE IV BAG CONTAINS A LEAK.
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# The imported products’ administration port system is fully compatible with Baxter sets marketed in the United

States.

= The products listed in the table above contain black barcodes (versus the white barcode on the approved
product) and the barcode has been placed in a different position. The barcode on the imported product is
encoded with the Mational Drug Code (NDC) that is specific to the imported product. However, the barcodes may
not register accurately in the U5, scanning systems. Institutions should manually input the product into their
systems to ensure that barcode systems do not provide incorrect information when the product is scanned.
Alternative procedures should be followed to ensure that the correct drug product is being used in all systems
and processes and administered to individual patients

& The 250 mL product is compatible for admixing with Baxter's Vial-mate product.

= The imported product uses a carton box that is taped closed. To avoid damage to the solution container, take
care nat to use sharp instruments to open the carton.

» Dextrose, USP is a hydrated form of glucose. The imported glucose product is an anhydrous form of glucose.
Therefore on an energy content per mL basis,

o 5% Glucose/0.9% Sodium Chioride Injection (0.20 keal/mL) is NOT equivalent to 5% Dextrose and 0.9%

Sodium Chloride Injection USP [0.17 keal/mlL),

o 5% Glucose Injection (0.20 kcal/mL) is NOT equivalent to 5% Dextrose Injection USP (0.17 kcal/mL},

10% Glucose Injection (0.40 keal/mL) is NOT equivalent to 10% Dextrose Injection USP (0.34 keal/mlL).

= The imported glucose containing products are NOT directly interchangeable with dextrose containing
injections USP. Protocols, order entry, and compounding systems will need to be adjusted.

+ 0.9% Sodium Chloride Injection WSP, 5% Dextrose Injection USP, 10% Dextrose Injection USP, and 5%
Dextrose/0.9% Sodium Chloride Injection USP are available anly by prescription in the U.5. However, the
imported products do not have the statement "Rx only” an the labeling.

Additional key differences in the labeling between the FDA-approved products and the imported products are stated
in the product comparizon tables at the end of this letter as follows:

Table 1
Tahble 2
Table 3
Table 4
Table 5
Table &
Table 7

Key differences between FDA-approved and imparted 0.9% Sodium Chloride Injection USP

Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP

Key differences between FDW-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Label images of FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection

Key differences between FDWA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported

5% Glucose/0.9% Sodium Chioride Injection

Table B

Label images of FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5%

Glucose/0.9% Sodium Chloride Injection
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Reporting Adverse Events or Product Quality Issues

To report adverse events associated with these imported products, please call Baxter at 1-866-838-2472, or fax: 1-
B00-753-1801. Adverse events or quality problems experienced with the use of these imported products may also be
reported to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax:

& Complete and submit the report Online: www fda.gov/medwatch/report. htm

+ Regular mail or Fax: Download form www. fda.gov/MedWatch/getforms.htm or call 1-800-332-1088 to
reguest a reparting form, then complete and return to the address on the pre-addressed form, or submit by
fax ta 1-800-FDA-D178.

To report product quality issues associated with these imported products, please contact Baxter Product Surveillance
through Baxter - Product Feedback Portal (https:(/productfeedback baxter.com/).

Please also refer to the local prescribing information of the imported product, translated into English, available for:

*  0.9% Sodium Chlaride Injection (click here)

® 5% Glucose Injection (click herg)

=« 10% Glucose Injection (click here)

» 5% Glucose/0.9% Sodium Chloride Injection (click here)

Please refer to the FDA-approved prescribing information for each drug product listed below:

0.9% Sodium Chlaride Injection USP |click here)

5% Dextrose Injection USP (click here)

10% Dextrose Injection USP (click here)

5% Dextrose/0.9% Sodium Chloride Injection USP {click here)

If you have any guestions about the information contained in this letter or the use of the imported products, please
contact Baxter's Medical Information Service at 1-800-333-0303.

To place an order, please contact Baxter's Center for Service at 1-883-2 29-0001.

Sincerely,

Lee Ann Schuette
VP Global and US Marketing IV solutions, Clinical Nutrition, Pharmacy Tools
Baxter Healthcare Corporation

Baxter and Viaflex are trademarks of Baxter International Inc.
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Product Comparison Table

Table 1 Key differences between FDA-approved and imported 0.9% Sodium Chloride Injection USP
FDA-approved product Imported product from Shanghai, China
Product name 0.9% Sodium Chiaride Injection USP 0.5% Sodiun Chiride injection
Label volume 100 mL; 150 mL; 250 mL; 500 mL; 1000 mL 250 ml; 500 mL; 1000 mL
Language of the ! ;
Labals Englizsh English
Indications Sodium Chioride Injection, USP is indicated as a source of water Sodium Chloride Injection is indicated as a source of water and
and electrolytes. electrolytes.
0.9% Sadium Chloride Injection, USP is also indicated for use as a
priming solution in hemodialysis procedures.
J_‘d"E_ Each 100 mL contains 900 mg Sodium Chloride, USP Each 100 mL contains 900 mg Sodium Chioride
ingredients
Additional pH is 5.0 (4.5 to 7.0) pH is 5.0 (4.5 to 7.0)
information Osmolarity 308 mOsm/L (cale) Osmolarity 308 mOsm/L (cale)
Storage g £ s 2
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.
Container type WVIAFLEX (PVC) IVINA (non-PVC)
Medication and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
Administration pratector {blue calor], right side protector (white color), left side
—my
port closures . -
Dyt
]
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Table 2

Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP

FDA-approved product

Imported product from Shanghai, China

0.9% Sodium Chloride Injection LSP

0.9% Sodium Chloride Injection

Label Color: Black. Barcode not shown.
1000 mL shown as representative label.

1} ©  ocomeimie

0.9% Sodium
Chloride
Injection USP

1000 mL

Eacw 100 ml cowtana 000 mg Sooww Ceoas
USP pH 50 (4.5 to T0) mEal  Soows 154
G 154 Ousousers 308 mOwmobl jcec)
W B L BOEE LOWTAREE
J A MY SO g Cosiuif wis
FAAMACIT AL WS INTRODUCIND ADOTTTUE
su apgers rpcesgyE ke teomougea v Do ot
s DORAGE  IWFRAVINOGELY AB DIRECTED B &
s DN oRectons  Caunowi  SouEr e
SEFICT MMER BAS WSCH WANTARS PROGUCT §SIRLITY
Dacanc @ Likan anl Fouss  MUST BOT 81 U &
SUFUS COMTECTIONS D0 ROT USE WSLEBE BOLUTION
cuman  An Owiy  STORD UWT M SOITUSD BARAES
EriAR AT RSOW TEmasaTe (3SCCITHF) e
mEAL 0 sl Avod Ecisev viad Sl saERi

VIAFLEX comtnssn PL 148 murne
Basrem Viarues asn PL 146 s mapeussc o Baamen
IATERSATOR,

Fom roouct secrmaton 1-800-0303-0303

Baxter

Barres Husirscams Comromanos
Durrrmnn IL GO0 USA
Masi m US4
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Label Color: Black.

1000 mL shown as representative label. Imported product contains the
NDC number, which is not yet shown below. Barcode location is shown
and will contain a linear barcode with human readable infarmation.

8

[
=

=

g

g

g

—
=
=

8

Baxter ® ABC1324US

SODIUM CHLORIDE INJECTION

1000ml

Fitrength| 1000mi: 5y
[Dessecripticn] This produc is @ char, ooloness liguad

|Desaga and Adminisiralion] Isiravenous &ip - Ses the package
meart b delaily

For details of Indcations|, [Adverse Reaciors],
[Contrandications], andd [Frecautions|, plesss nefer o the
PACKAGE s

|Einmgae] Stom in Seoreng

The solution should e chasr and sfould be ussd

up Al G BT

Inspec the inrer bag by squeszing iLand dscand

snkdion ¥ lsakags oo

Licsariain Mumber: HilD68E3149

|Dirugy Maresting Aathorizaion Holder| Pdamadactuse|
HName: Basier Heakhoare |Shanghal) Co., Lid.
Address: No. 388, Tingzhs Road, Jinsfan Dstrict, Ehangha

[ GTIN Barcode Area |

LOT
MFG
EXP
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Table 3

Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection

FDA-approved product Imported product from Shanghai, China
Product name 5% Dextrose Injection USP 5% Glucose Injection
Label volume 250 mL, 1000 mL 250 mL, 1000 mL
Language of the 2 i
Labels English English
Indications Dextrose Injection, USP is indicated as a source of water and Ty .
. Glucose Injection is indicated as a source of water and calories.
calories.
Active ingredients 5 3
Each 100 mL contains 5 g Dextrose Hydrous USP Each 100 mL contains 5 g Anhydrous Glucose
Additional pH4.0(3.2to 6.5) 4.0(3.2to6.5)
nformation Osmolarity 252 mOemol/L (calc) Osmolarity 278 mOsmol/L (cale)
Caloric content 170 keal/L 200 keal/L

Storage conditions

Store at room temperature 25°C/77°F.

Stare at room temperature 15°C/59°F. to 30°C/86°F.

Container type

VIAFLEX (PVC)

IVINA {nan-PVC)

Medication and
Administration port
closures

Contains medication port and administration port; Pull off port
protector (blue color), right side

Contains medication port and administration port; Twist off
port protector (white color], left side

-
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Table 4

Label images of FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection

FDA-approved product

Imported product from Shanghai, China

5% Dextrose Injection USP

5% Glucose Injection

Label Color: Black. Barcode not shown.
1000 mL shown as representative label.

@ @
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Injection USP
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i w1 USA
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Label Color: Black.

1000 mL shown as representative label. Imported product contains the
NDC number, which is not yet shown below. Barcode location is shown
and will contain a linear barcode with human readable information.
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Baxter ®

ABCODE4LS

GLUCOSE INJECTION

%

GLUCOSE

1000ml

Feirength| 10HOmE 2o

[Descnpuon] This product |5 a Oear, colress o 3imos!
coloriess kqud

[Dosage and Adminsiration] Infavenous dip See the
package insen for detais

For detaily of [Indications], [Adverss Reactions],
[Contrandoatons], and [Frecaunons], please sefer 1o the
peckage msai

[Storage] Siore in overssap

Thaz SoiUBON Sholkd be chear and should be s

wp ok one e

Inzpeci the innes bag by squessing il and dscand @
woiution il bakige coour

License Mamber, H1B2a3161

[Drug Marketing Authorization Holder] Manutactures]
Maire: Baier Heal®care {Shanghai) Co. Lid
Address: No. 383, Tmgriu Rood, Anehan Distct, Shanghal

GTIN Barcada Area
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Table 5

Key differences between FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

FDA-approved product Imported product from Shanghai, China
Product name 10% Dextrose Injection USP 10% Glucose Injection
Label valume 250 mL 250 mL
ll::f::'“ of the English English
icati Dext Injection, WSP is indicated f wat d

nglicatioms exinose Injection, it : R RIS Glucose Injection is indicated as a source of water and calories.

calories.
Active 3 :
% 5 Each 100 mL contains 10 g Dextrose Hydrouws USP Each 100 mL contains 10 g Anhydrous Glucose
ingredients
Additional pH 4.0 (3.2 to 6.5) pH 4.0 (3.2 to 6.5)
information Osmalarity 505 mOsmal/L (calc ) Osmaolarity 555 mOsmol/L (calc |
Caloric content 340 keal/L 400 keal/fL
Storage
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86"F.
Container type WVIAFLEX (PVC) IVINA (non-PVC)
Medication and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
Administration protector (blue color), right side Protector (white color), left side
port closures . -

- &

e _..-F_

]
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Table & Label images of FDW-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

US-FDA approved product

Imported product from Shanghai, China

10% Dextroze Injection USP

10% Glucose Injection

Label Color: Black. Barcode not shown.
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Label Colar: Black.
Imported product contains the NDC number, which is not yet shown
below. Barcode location is shown and will contain a linear barcode with
human readable information.

Baxter® ABCO162US

GLUCOSE INJECTION

10%
A 250ml GLUCOSE

m [Seeng) 250l 255
(Dwscrapion) This product is 8 cier, coloriess or slimost
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Table 7
Chloride Injection

Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium

FDA-approved product Imported product from Shanghai, China
Product name 5% Dextrose and 0.9% Sodium Chloride Injection USP 5% Glucose and 0.9% Sodium Chloride Injection
Label volume 1000 mL 1000 mL
Language of the ; ;
Labels English English
Indications Dextrose and Sodium Chioride Injection, USP is indicated as a Dextrose and Sodium Chloride Injection is indicated as a source of
source of fluid and electrolyte replenishment and caloric supgply. fluid and electrolyte replenishment and caloric supply.
Active Each 100 mL contains 5 g Dextrose Hydrous USP and 300 mg Each 100 mL contains 5 g Anhydrous Glucose and 300 mg Sodium
ingredients Sodium Chioride USP Chlaride
Additional pH4.0(3.2ta 6.5) pH 4.0 (3.2 ta 6.5)
information Osmolarity 560 mOsmaol/L [calc) Osmaolarity 585 mOsm/L (calc)
Caloric content
170 keal/L 200 kealfL

Storage
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.
Container type VIAFLEX [PVC) IVINA (nan-PVC)
Administration Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
port closures protector {blue color), right side protector h\rhisﬂenu_:uhr , left side

ﬂ e

- . .

¥ ”l
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Table 8 Label images of FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium Chloride

Injection

FDA-approved product

Imported product from Shanghai, China

5% Dextrose and 0.9% Sodium Chiloride Injection USP

5% Glucose and 0.9% Sodium Chloride Injection

Label Color: Black. Barcode not shown.

Label Color: Black.
Imported product contains the NDC number, which is not yet shown
below. Barcode location is shown and will contain a linear barcode with
human readable information.
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Baxter ® A6C1322US

SODIUM CHLORIDE INJECTION

250ml

[Strength] 250mi 2.25g
[Description] This product s & chear, colofess lquid

— [Desage and Adminsration] Infravenous dnp  See the package
insert for details

Far details of [Indications], [Adversa Reacfions],
[Contraindications], and [Precautions], please refer 1o the
package ingart

[Storage| Siore in overwrap

The solution should be dear and should be used

up at one tima

Inspect the inner bag by squeezing it and discard @
solution if leakage occurs

Licensa Mumbar: H19934066

-y
=]

-
o
=

[Drug Marketing Authorization Holder] [Manulacturer]
Name: Baxter Healthcare (Shanghai) Co., Lid
Address: Mo. 388, Tngzhu Road, Jinshan District, Shanghai

L
=

[ GTIN Barcode Area J

LOT
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EXP

Container Label

Baxter Logo Trademark
A6C1322US

SODIUM CHLORIDE INJECTION
50
0
5

=
o

=
o

N
o

250ml
0.9% Sodium Chloride

[Strength] 250ml: 2.25¢

[Description] This product is a clear, colorless liquid

[Dosage and Administration] Intravenous drip See the package
insert for details



For details of [Indications], [Adverse Reactions],
[Contraindications], and [Precautions], please refer to the
package insert

[Storage] Store in overwrap

The solution should be clear and should be used
up at one time

Inspect the inner bag by squeezing it and discard
solution if leakage occurs

License Number: H19994066

AA

[Drug Marketing Authorization Holder] [Manufacturer]
Name: Baxter Healthcare (Shanghai) Co., Ltd.
Address: No. 388, Tingzhu Road, Jinshan District, Shanghai

GTIN Barcode Area
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Baxter® A6C1323US

SODIUM CHLORIDE INJECTION

500ml 0.9%
Sodium

200 Chloride

[Strength] 500ml: 4 .5g

[Description] This product is a clear, coloress liguid

[Dosage and Adminisiration] Intravénous dip  Sed [he package

ingart for details

For detais of Indications), [Adverse Reactions],

[Contraindications], and [Precavtions], pease refer to the

packege insart

[Storage] Store in overwrap
3 ﬂ The sodution hould be clear and should be used

up at one tima

Inspeact the inner bag by squeeazing it and discard @

solution I leakage oocurs

License Mumber: H1 9983148

[Drug Marketing Authorization Holder) [Manufacturar]

MName: Baxter Healthcare (Shanghai) Co., Ltd

Address: No. 388, Tingzhu Road, Jinshan District, Shanghai
400

[ GTIN Barcode Area ]

LOT

MFG

EXP

Container Label

Baxter Logo Trademark
A6C1323US

SODIUM CHLORIDE INJECTION
100

500ml
0.9% Sodium Chloride

[Strength] 500ml: 4.5¢
[Description] This product is a clear, colorless liquid



[Dosage and Administration] Intravenous drip See the package
insert for details

For details of [Indications], [Adverse Reactions],
[Contraindications], and [Precautions], please refer to the
package insert

[Storage] Store in overwrap

The solution should be clear and should be used
up at one time

Inspect the inner bag by squeezing it and discard
solution if leakage occurs

License Number: H19983148

AA

[Drug Marketing Authorization Holder] [Manufacturer]
Name: Baxter Healthcare (Shanghai) Co., Ltd.
Address: No. 388, Tingzhu Road, Jinshan District, Shanghai

GTIN Barcode Area
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900

1000ml
0.9% Sodium Chloride

[Strength] 1000ml: 99

[Description] This product is a clear, colorless liquid

[Dosage and Administration] Intravenous drip See the package
insert for details

For details of [Indications], [Adverse Reactions],
[Contraindications], and [Precautions], please refer to the
package insert

[Storage] Store in overwrap

The solution should be clear and should be used
up at one time

Inspect the inner bag by squeezing it and discard
solution if leakage occurs

License Number: H19983149

AA

[Drug Marketing Authorization Holder] [Manufacturer]
Name: Baxter Healthcare (Shanghai) Co., Ltd.
Address: No. 388, Tingzhu Road, Jinshan District, Shanghai

GTIN Barcode Area
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SODIUM CHLORIDE

sodium chloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0338-9791
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 9g
CHLORIDE ION - UNII:Q32Z N48698) CHLORIDE in 1000 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QF0KOO0R)



Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date

NDC:0338-9791-
40

1 NDC:0338-9791- 250 mL in 1 BAG; Type 0: Not a Combination
01 Product

1 40 in 1 CARTON 10/21/2024

Marketing Information

Application Number or Marketing Start Marketing End

Marketing Category Monograph Citation Date Date

Unapproved drug for use in drug

shortage 10/21/2024

SODIUM CHLORIDE

sodium chloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0338-9793

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Basis of
Strength

SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 949
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 1000 mL

Ingredient Name Strength

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0338-9793- 13 in 1 carTON 10/21/2024
1 NDC:0338-9793- 1000 mL in 1 BAG; Type 0: Not a Combination
01 Product
Marketing Information
Application Number or Marketing Start Marketing End

Marketing Category Monoaraph Citation Date Date



Unapproved drug for use in drug

shortage 10/21/2024

SODIUM CHLORIDE
sodium chloride injection, solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0338-9808
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNI:LYR4AMONH37, SODIUM 9g
CHLORIDE ION - UNIl:Q32Z N48698) CHLORIDE in 1000 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 059QFO0KOOR)

Packaging
# ktem Code Package Description UEILIEEIE, S UEGLEEETE) Ehe
Date Date
1 S'EC:°338'9808' 24 in 1 CARTON 10/21/2024
1 NDC:0338-9808- 500 mL in 1 BAG; Type 0: Not a Combination
01 Product
Marketing Information
. Application Number or Marketing Start Marketing End
R Monograph Citation Date Date
Unapproved drug for use in drug 10/21/2024
shortage
Labeler - saxter Healthcare Corporation (005083209)
Establishment
Name Address ID/FEI Business Operations
Baxter Healthcare (Shanghai) Co. Ltd. 527191860 MANUFACTURE(0338-9791, 0338-9793, 0338-9808)

Revised: 10/2024 Baxter Healthcare Corporation
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